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DETAILED ACTION 

Receipt is acknowledged of the papers filed 8/21/2006 in 
which claims 1-6, 23-24, 26-36, 73-74, 85-90 and 92-95 were 
amended, and claims 97-104 were added. Claims 1-6, 23-24, 26- 
37, 73-74 and 85-104 are pending and under examination in the 
instant Office action. 

Any rejection made in the previous Office action not 
recited herein is hereby withdrawn. 

Drawings 

The amendment to the specification to include the reference 
character present in Figure 7 is remedial to overcome the 
objection to the drawings set forth in the previous Office 
action. The objection to the drawings is withdrawn. 

Claim Objections 

Applicant's amendment to the claims is remedial to overcome 
the objection to claims 23, 28-36, 85, 88-89 and 92-94. The 
objection to the claims is withdrawn. 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 3 5 
U.S.C. 112: 

The specification shall conclude with one or more claims particularly 
pointing out and distinctly claiming the subject matter which the applicant 
regards as his invention. 

Claims 1, 23, 33-36, 85, 92 & 97-100, and therefore 
dependent claims 2-6, 24, 26-32, 37, 73-74, 86-91, 93-96 & 101- 
104, are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and 
distinctly claim the subject matter which Applicant regards as 
the invention. Any new rejections recited herein were 
necessitated by Applicant's amendment. 

Claims 1, 23, 33-36, 85 and 92 recite primer and collar 
sequences which are ''capable of annealing during a polymerase 
reaction" to at least a portion of a polypeptide-encoding 
portion of a nucleic acid. Claims 1, 23, 33-36, 85 and 92 are 
vague and indefinite in that the metes and bounds of such a 
primer sequence or collar sequence are unclear. Does Applicant 
intend to encompass only those primer and/or collar sequences 
which anneal to a complementary nucleic acid under stringent 
polymerase reaction conditions or within a particular 
temperature range or salt concentration, or does Applicant 
intend a much broader interpretation, including nucleic acid 
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sequences which may only anneal to one or two bases - even 
within a polymerase reaction? 

Claim s 97-100 recite the limitation "said polymerase" in 
line 1 of each claim. There is insufficient antecedent basis 
for this limitation in the claim. 

Response to Arguments 
Applicant argues that the phrase ''capable of annealing 
during a polymerase reaction" is a term of art and that one of 
ordinary skill in the art at the time of filing would have known 
"the standard conditions usable for a successful polymerase 
reaction and that a successful polymerase reaction required more 
than a 1 nucleotide match for annealing to occur" (see page 11, 
2 nd full paragraph of the remarks filed 8/21/2006) . 

Applicant's arguments have been carefully considered and 
are respectfully found unpersuasive . Examiner agrees that one 
of ordinary skill in the art would know standard conditions 
usable for a successful polymerase reaction; however, Applicant 
has claimed nucleic acid sequences "capable of annealing during 
a polymerase reaction" and one of ordinary skill in the art 
would also know that annealing of nucleic acids requires no more 
one nucleotide from each nucleic acid strand being annealed. 
Furthermore, while the terms "anneal" and "polymerase reaction" 
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may be terms of art, Examiner does not agree that the phrase 
"capable of annealing during a polymerase reaction" is a term of 
art . 

The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall -contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 1-6, 23-24, 26-37, 73-74 and 85-104 are rejected 
under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claim (s) contains 
subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. This 
rejection is maintained for reasons of record and extended to 
new claims 97-104. 

Response to Arguments 
Applicant argues that the claimed subject matter as amended 
is described sufficiently in the specification to indicate that 
Applicant was in possession of the invention at the time of 
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filing. Applicant asserts that the specification satisfies The 
Written Description Guidelines for the Examination of Patent 
Applications. In support of this assertion, Applicant points to 
exemplary passages within the specification such as that from 
page 6, lines 18-22 which discloses that u [t]he downstream 
primer and upstream collar sequence should be of sufficient 
length to support specific and stable hybridization" and that 
Mt]he annealing sequences may individually contain from about 
10 nucleotides to about 50 or more nucleotides in length" (see 
also page 12, last paragraph of the remarks filed 8/21/2006) . 
Applicant further argues that the inventive portion of the 
subject matter is disclosed and any additional variability 
within the genus arises due to additional elements that are not 
part of the inventor's contribution and as such, the written 
description cannot be deemed defective. Applicant further 
argues that one of ordinary skill in the art would know that the 
inventive portion of the subject matter is the technical feature 
of the primer sequence and the collar sequence. Applicant 
further argues that it is routine to determine the structure of 
a suitable annealing sequence for any selected location along a 
known mRNA once the sequence is ascertained. 

Applicant's arguments have been carefully considered but 
are respectfully found unpersuasive for the following reasons. 
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Applicant's assertion that the specification satisfies The 
Written Description Guidelines for the Examination of Patent 
Applications is not persuasive because general teachings 
regarding the length of annealing sequences and the disclosure 
of a few specific primer and collar sequences such as SEQ ID 
NOs: 3-4 and 7-8, in context of the claimed subject matter, do 
not amount to sufficient distinguishing identifying 
characteristics of the genus which, in the instant case, 
comprises ANY primer or ANY collar sequence which can anneal 
during a polymerase reaction to ANY portion (however long or 
short) of any polypeptide -encoding portion of a nucleic acid. 
Limitation of such sequences to those which are 10 or 15 
nucleotides in length and/or to those capable of annealing 
"during a polymerase reaction" does not render the genus 
significantly narrower as any portion of the sequence must, as 
before, simply be capable of annealing to ANY portion of any 
polypeptide-encoding portion of any nucleic acid as long as the 
polypeptide -encoding portions to which the primer anneals are at 
least 2 0 nucleotides apart. Furthermore, the teachings of the 
specification are not predictive of any other sequences capable 
of annealing to different portions of a coding region of a 
nucleic acid encoding an antibody or a portion of an antibody, 
such that the vector can be used to clone a nucleic acid of 
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interest. Thus it is impossible to extrapolate from the 
example (s) described in the specification those nucleic acid 
molecules that would necessarily meet the structural/functional 
characteristics of the rejected claims. Applicant's argument 
that one of ordinary skill in the art would know that the 
inventive portion of the subject matter at hand is the technical 
feature of the primer sequence and the collar sequence in fact 
raises the standard for written description in the instant case 
insofar as such technical features (sequences) are the 
Applicant's invention. It is therefore more important that 
Applicant teach one of ordinary skill in the art how to both 
make and use the claimed inventive features. Finally, Examiner 
agrees with Applicant insofar as it is routine to determine the 
structure of an annealing sequence for any selected location 
along a known mRNA once the sequence is ascertained, but 
Applicant has not claimed such a process. Applicant has claimed 
ANY primer or ANY collar sequence capable of annealing during a 
polymerase reaction to ANY portion of a polypeptide encoding 
portion of a nucleic acid as long as the portions are separated 
by at least 20 nucleotides in length. 



Claims 1-6, 23-24, 26-32, 73-74 and 85-104 are rejected 
under 35 U.S.C. 112, first paragraph, as failing to comply with 
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the written description requirement. The claims contain subject 
matter which was not described in the specification in such a 
way as to reasonably convey to one skilled in the relevant art 
that the inventors, at the time the application was filed, had 
possession of the claimed invention. This is a new matter 
rejection. This is a new rejection necessitated by Applicant's 
amendment . 

The specification as originally filed does not provide 
support for the invention as now claimed: "a primer sequence of 
at least 10 nucleotides" or "a collar sequence of at least 10 
nucleotides" (claims 1-6, 23-24, 26-32, 73-74 and 85-100) or "a 
primer sequence of at least 15 nucleotides" or "a collar 
sequence of at least 15 nucleotides" (claim 101-104) . The 
specification does not provide sufficient blazemarks nor 
direction for the instant primer/collar sequence lengths 
encompassed by the above-mentioned limitation, as currently 
recited. The instant claims now recite limitations, which were 
not clearly disclosed in the specification as filed, and now 
change the scope of the instant disclosure as filed. Such 
limitations recited in the present claims, which did not appear 
in the specification as filed, introduce new concepts and 
violate the description requirement of the first paragraph of 35 
U.S.C. 112. 
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Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or 
a foreign country or in public use or on sale in this country, more than one 
year prior to the date of application for patent in the United States. 

Claims 1-6, 23-24, 26-32, 37, 73-74, 97-98 and 101-102 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Young et 
al (PNAS 80:1194-1198, 1983; of record). This rejection is 
maintained for reasons of record and extended to new claims 97- 
98 and 101-102. 

Claims 23-24, 26-32, 37, 74, 85-96, 99-100 and 103-104 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Kohno et 
al {Gene 188:175-181, 1997; of record). This rejection is 
maintained for reasons of record and extended to new claims 99- 
100 and 103-104. 

Response to Arguments 
Applicant traverses Examiner's claim construction of the 
term "portion" and argues that the second portion of the 
polypeptide-encoding portion of the nucleic acid taught by Young 
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et al is not separated by at least 20 nucleotides from the first 
portion of the polypeptide-encoding portion of the nucleic acid. 
In fact, Applicant argues, the "first portion" and the "second 
portion" constitute the complete lacZ coding sequence with no 
gap/separation between these two portions. This, Applicant 
argues, is contrary to the claims, which Applicant argues 
require that the second portion of the polypeptide-encoding 
portion of the nucleic acid be separated by at least 2 0 
nucleotides from the first portion of the polypeptide-encoding 
portion of the nucleic acid. Applicant further argues that even 
assuming that claims were to be given their broadest reasonable 
interpretation to include portions which are only a single 
nucleotide in length, Young et al fail to anticipate claims 23, 
85 and 92 because Young et al do not teach or suggest the coding 
sequence of the mRNA encoding an antibody, the framework region 
associated with an antibody or the constant region associated 
with any antibody as recited. 

Applicant's arguments have been carefully considered and 
are respectfully found unpersuasive . Contrary to Applicant's 
assertion, the claims do NOT require that the first portion and 
the second portion of the polypeptide-encoding nucleic acid be 
separated by at least 20 nucleotides; the claims require only 
that the primer and collar sequences, each of at least 10 
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nucleotides in length, be capable of annealing to portions of a 
first and second portion of a polypeptide-encoding portion of a 
nucleic acid which are separated by 20 nucleotides. As such, 
the Young et al reference need not explicitly disclose such 
portions as portions which are coding sequences of an mRNA 
encoding an antibody, the framework region associated with an 
antibody or the constant regions associated with an antibody in 
order to meet all the claim limitations. 

Conclusion 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of 
rejection presented in this Office action. Accordingly, THIS 
ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 
CFR 1. 136 (a) . 

A shortened statutory period for reply to this final action 
is set to expire THREE MONTHS from the mailing date of this 
action. In the event a first reply is filed within TWO MONTHS 
of the mailing date of this final action and the advisory action 
is not mailed until after the end of the THREE-MONTH shortened 
statutory period, then the shortened statutory period will 
expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1.136(a) will be calculated 
from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than 
SIX MONTHS from the date of this final action. 

Certain papers related to this application may be submitted 
to the Art Unit 163 6 by facsimile transmission. The faxing of 
such papers must conform with the notices published in the 
Official Gazette, 1156 OG 61 (November 16, 1993) and 1157 OG 94 
(December 28, 1993) (see 37 C.F.R. § 1.6(d)). The official fax 
telephone number for the Group is (571) 273-8300. Note: If 
Applicant does submit a paper by fax, the original signed copy 
should be retained by Applicant or Applicant's representative. 
NO DUPLICATE COPIES SHOULD BE SUBMITTED so as to avoid the 
processing of duplicate papers in the Office. 

Any inquiry of a general nature or relating to the status 
of this application or proceeding should be directed to (571) 
272-0547 . 

Patent applicants with problems or questions regarding 
electronic images that can be viewed in the Patent Application 
Information Retrieval system (PAIR) can now contact the USPTO's 
Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily 
from 6 am to midnight (EST) . The toll free number is (866) 217- 
9197. When calling please have your application serial or 
patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the 
problem. The Patent Electronic Business Center will notify 
applicants of the resolution of the problem within 5-7 business 
days. Applicants can also check PAIR to confirm that the 
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problem has been corrected. The USPTO's Patent Electronic 
Business Center is a complete service center supporting all 
patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent applications to view 
the scanned images of their own application file folder (s) as 
well as general patent information available to the public. 

For all other customer support, please call the USPTO Call 
Center (UCC) at (800) 786-9199. 

Any inquiry concerning rejections or objections in this 
communication or earlier communications from the examiner should 
be directed to Walter Schlapkohl whose telephone number is (571) 
272-4439. The examiner can normally be reached on Monday 
through Thursday from 8:30 AM to 6:00 PM. The examiner can also 
be reached on alternate Fridays. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Dr. Remy Yucel can be 
reached at (571) 272-0781. 



Walter A. Schlapkohl, Ph.D. 
Patent Examiner 
Art Unit 1636 

December 21, 2 006 
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